Food and Drug Administration Office of Regulatory Affairs 

Collection Report 
For Sample Number: 716444 

This is an accurate reproduction of the original electronic record as of 10/30/2012 


Flag 


Flag Remarks 




Episode Number 

Origin 

Basis 

Sample Type 

FIS Smpl Num 

Status 


Domestic 

Environ-SurvI 

Investigational 

13206181 

Completed 

FEI 

Date Collected 

Product Code 

Responsible Firm 

PAC 

Hours 

3003623877 

10/04/2012 

66YDY99 

Dealer 

56D015 

38 





56R814 

38 

Compliance Num 

Country of Origin 






United States 





Related Smpi Num 

Position Class 

Sampling District 

NDC Number 

Permit Number 

Storage Rqrmnt. 


INV 

NWE-DO 



Refrigerated 

Dealer is Consumer Crx/DEA Schedule Recall Num 

Consumer Compl. Num Brand Name 


No 




N/A 



Product Description 

Environmental swabs taken from surfaces used in the production of compounded sterile preparations. 

Product Label 

N/A 


Reason for Collection MFG Codes 

Environmental sample collected to determine the potential 

presence of microbial activity at New England Compounding 

Center, where compounded sterile preparations are produced and 

potentially implicated in a meningitis outbreak linked to 

Aspergillus fumigatus. 


Firm Legal Name 

New England Compounding Center 

New England Compounding Center 

Size of Lot 
N/A 

Description of Sample 
See continuation. 


Address Type of Firm 

697WaverIySt Framingham, MA 01702- Dealer 
8589 US 

697WaverIySt Framingham, MA 01702- Manufacturer 
8589 US 

Est. Value Rcpt Type Carrier Name 

$ .00 FDA484 N/A 


Expiration Date 


Firm FEI FCE 
3003623877 

3003623877 

Date Shipped 


Method of Collection 
See continuation. 


How Prepared 

See continuation. 


Collector's Identification on Package and/or Label Collector's Identification on Seal 

Please see remarks. Please see remarks. 


Sample Delivered To 

Sample custodian at NRL by UPS from UPS Store #1705 of 
Framingham, MA (tracking 1ZA5402W22 10004058) 


Document Number 
6 


Document Date Document Type 

10/04/2012 Other 


Date Delivered 

10/04/2012 

Lab w/Split Sample 
0 


Orig C/R & Records To 
NWE-DO 

Lab 

NRL 


Document Remarks 

Copy of Receipt for Samples issued to Barry J. 


Date: 10/30/2012 
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Food and Drug Administration Office of Regulatory Affairs 

Collection Report 
For Sample Number: 716444 

This is an accurate reproduction of the original electronic record as of 10/30/2012 


1 

2 

3 

4 

5 


Remarks 
See continuation. 

Payment Amount 

$0.00 

Name of Signer 
Philip Kreiter 
Philip Kreiter 


10/04/2012 

Other 

10/04/2012 

Other 

10/04/2012 

Other 

10/04/2012 

10/04/2012 

Other 

Other 


Cadden, Owner (1 pg). Please refer to TURBO EIR 
ID 308403 for original carbon copy. 

Form FDA 464a, "C/R CONTINUATION SHEET” 
detailing closed controls, as well as, time and location 
ot the sub sample collections (9 pgs). 

Clean room diagram illustrating sub sample collection 
sites and personnel flow (1 pg). 

Facility diagram illustrating sub sample collection 
sites and personnel flow (1 pg). 

Photographs of sub sample collection sites (3 1 pgs). 
Working copy of digital photographs officially sealed 
in envelope (1 pg). Please refer to TURBO EIR ID 
308403 for original copy of digital photographs. 


Payment Method 

No Charge 


704(d) Sample 
No 


702(b) Portion 
No 


Collector's Name 
Philip Kreiter 


Date & Time of Signature 
10/30/2012 09:05 AM ET 

10/12/2012 02:18 PM ET 


Meaning 

Collector 

Collector 


Date: 10/30/2012 
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Food and Drug Administration Office of Regulatory Affairs 

Collection Report 
For Sample Number: 716444 

This is an accura te reproduction of the original electronic record as of 10/30/2012 

Continuation: 


DescriDtion of Sam Die 

Sample consists of 41 environmental subs collected from surfaces utilized in the production of compounded sterile preparations 
at New England Compounding Center on 1 0/04/20 1 2, in addition to 1 2 closed controls 


Method of Collection 

All 41 sub samples were collected using aseptic techniques by Microbiologist Almaris Alonso and Investigators Nemey and 
Kreiter. Each sub sample was collected using Kimberly-Clark brand Purple Nitrile Sterile Powder-Free Exam Gloves- 
Medium (Lot#SC91663XX, Exp: 2014-05). New, sterile gloves were used to collect each sub sample. Sub samples were 
collected, according to Form FDA 464a "C/R CONTINUATION SHEET" (Document# 1), using 10 mL flip-top plastic vial D/E 
rS? 8 , n!5 (Lot#20 14-04 AA, Exp: 2014-04-28); 10 mL plastic vial D/E neutralizing broth with premoistened swab 
(Lot#20 12-10 BC, Exp: 2012-10-28); 5 mL glass vial NaCl 0.85% medium (Lot# 1 00 1404 190, Exp. 2014-06-14)* and dry 
sponge-sticks (Lot#20 15-04 BF, Exp. 2015-04-28). Each premoistened swab or dry, sponge-stick was removed from the ' 
manufacturer's package, applied to the sample surface, returned to the manufacturer's package, and labeled, "Sample 
#1NV7 16444 10/04/2012 PK Sub" 1-41: dry, sponge-sticks were moistened with D/E neutralizing broth orNaCI 0.85% medium 
prior to sampling. All 41 subsamples were placed in 55 ounce Nasco Whirl-Pak bags (Lot#22347) and closed. 


How PreDared 

Once collected, Sample #IN V7 1 6444, including 4 1 sub samples and 1 2 closed controls, was placed in a cooler containing frozen 
ice packs and transported in the custody of Investigators Nemey and Kreiter to UPS Store #1705. Subs 1-20 were placed in a 
larger Whirl-Pak bag, closed , and labeled "Sample #INV716444 10-04-2012 PK" Subs l-20.(please see remarks) 

Remarks 

^x^5'!. I . de , l !, ti ^ ati0n ° n Package and/or Label: " Sam P' e # INV716444 10/04/2012 PK" Subs 1-41, Controls a-I or "Sample 
#INV716444 10-04-2012 PK" Subs 1-41, Controls a-1 


Collector's ID on Seal: "NEW ENGLAND INV716444 PHILIP KREITER, INVESTIGATOR 10-04-2012" 


(continued from "How Prepared") Subs 21-41 were placed in a larger Whirl-Pak bag, closed, and labeled "Sample 

flli ro’Simo nvn o“ bS 2 !' 41 ; Contro,s a -‘ were P ,aced in 3 lar g er Whirl-Pak bag, closed, and labeled "Sample 
2 PK Controls a '*- The sub samples and controls were placed in a clear plastic bag labeled "Sample 
#INV7 16444 10-04-2012 PK” Subs 1-41, Controls a-1. The plastic bag was taped shut with filamentous tape and an official 
seal identified as "NEW ENGLAND INV716444 PHILIP KREITER, INVESTIGATOR 10-04-2012" was then placed around 
the top of the bag. A Form FDA 525 was completed and affixed to the plastic bag. Frozen ice packs, closed in Whirl-Pak ha g <=. 
were placed in a styrofoam cooler, and the plastic bag containing Sample #INV7 16444 was placed in the cooler. Bubble wrap ' 
was placed over the top of the package, and a styrofoam lid was applied over the package. The cooler, encased in cardboard 
was taped shut using filamentous tape and labeled "Sample #1NV7 16444 10-04 2012 PK" Subs 1-41, Controls a-1. Sample ’ 
#INV7 1 6444 was handed to the UPS driver for delivery to NRL (UPS tracking 1 ZA5402W221 0004058). 


Note: The second signature by the collector, dated 10/30/2012, was to account for issuance of the Form FDA 484 at the close of 
the inspection on 10/26/2012. 


Date: 10/30/2012 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

1 . DISTRICT ADDRESS & PH NE NUMBER 

//£h/ />/sy^/c/ — a>/ r X'/ssr~ 

/ /??^ASTVsrz^sr' /XL'/vx** &- 
x raP rr/xfrr?, sr?/4- az/Sr? 

ft?/- XT?- 

z. NAMb AND TITLE OF INDIVIDUAL , 3 d AT f mm A qamp. c m, , Kj , DCP 

0. rfnM NAME^. . / ^ 

y°A t/rrr? $ c'Vj Jfthc Aft? <y/ft?/i c / 

— /j^Trxftxry^ / /ft// /ftps? 

6. FIRM'S DEA NUMBER 

7. NUMBER AND STREET 
ft?//* ///f ft'// *y 

8. CITY AND STATE (Include Zip Code) 

/77/h tP/X& 'X 


The following samples were collected by the Food and Drug Administration and receipt is hereby acknowledged pursuant 
to Section 704(c) of the Federal Food, Drug, and Cosmetic Act [21 U.S.C. 374(c)] and/or Section 532 (b) of the Federal 
Food, Drug, and Cosmetic Act [21 U.S.C. 360ii(b)] and/or 21 Code of Federal Regulations (CFR) 1307.02 Excerpts of 
these are quoted on the reverse of this form. 

(NOTE: If you bill FDA for the cost of the Sample(s) listed below, please attach a copy of this formio your bill.) 

ft /zxz/ly s?yy ?/> x sx/i# / </y . / J i/2yyy ft-/c 

/ m ) wr/ //> /ft s> // eft /y ftftx /A/) /ft- 

xf/7 ft y Yyv/'/ftt /ft <? r /)# x/iflxps y a r /~ s> / ssi 1 //xx>/?P7x^ /o / 

J 1 zt//y ft ^ \T/\J V ft JO ftftft as ?ft> //# w s / 

Ziyfsrs/ //774 ft /y V xuj Sarny ft s /W; /fu ft/ry /C**?. 

o M £**y?/,r A-tw Jftu /J 7 ,^/y 

12 jjtnyftf /raw ^ y f> ^ y?^ 

‘ ft yyn?Xi/m/Jj/ j x&6 Jx/Jny ft s Arm //ft A/a/rdaa'j^ 

ft/yj rax //?? a ft /y J ju/ ■ j/t/hy/sr Avyy? ftfi* /^oo/'- Ay £/s?/f~ 


10. SAMPLES WERE 

[Sj PROVIDED AT NO CHARGE 

□ PURCHASED 

□ BORROWED (To be returned) 

11. AMOUNT RECEIVED FOR SAMPLE 

□ CASH □ BILLED 

/ □ VOUCHER □ CREDIT 

/ CARD 

12 . SIGNATURE (Persons receiving payment for sample or person 
providing sample to FDA at no charge ) 

13. uuLLbCTOR'S NAME (Print or Type) 

/ft// /ft ft/pr/TFlft 

1 4 COLLECTOR S TITLE (Print or Type) 

fto//s-u/v£7/ Sflr^ry ftfft//£X 

15. COLLECTOR S SIGNATURE 
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autoclave (see photo 101-1815) 
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FDA E00276630 


autoclave (see photo 101-1818) autoclave (see photo 1 01 -1 81 8) 
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autoclave chamber (see photo autoclave (see photo 101-1818) 

101-1818) 
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“SANYO floor autoclave” (see 
photo 101-1823) 
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prep rooms between middle and prep rooms 

(see photo 101-1825) 
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FDA E00276634 


between middle and prep rooms 
(see photo 101-1825) 
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(NECC Lot 09261 2@04:56IN) 
(see photo 101-1833) 
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funnel, wrapped in foil (see photo Description: Weigh Station 3 Hood 
101 - 1835 ) 
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Document# 
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101-1 837) within intake of back photo 101-1 837) within intake of 

wall, as viewed from the hood’s back wall, as viewed from the 

right side hood’s right side 
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photo 1 01 -1 837) within intake of filter within Weigh Station 3 Hood 

back wall, as viewed from the 
hood’s left side 
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filter within Weigh Station 3 Hood 
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Stations 2 and 3 (see photo 101- 
1923) 
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(see 101-1 925) Chamber 5 Hood 3 (see 101- 

1925) 





CD 

CM 

CD 


® CO 
(0 "D 
Q. O 
_ O 
CD X 


CO 

O 

CO 

E 

o 

o 

cr 


g CO 

C »— 

M- 0 

O -Q 

E 

CD 


0 

O 

€ 


o 

co £ 


o 

+-» 

o 


CM 

_q 

D 

CO 


CD 

0 

O 

0 


§< 


O 
(/) 

O <D 

N O 



o 

O 


CO 

■o 

O 

O 


0 

O 

c 

e 

s, 

co 

CM LO 
CD CM 

T -o 

x— c 
O CD 

o 

«*— » • - 
O -Q 

a. co 


co 

co ij 
O E 
CO jS 

£ ° 

8 | 

* < 


co 

0 ) 


c 

o 


O Q- 

■ 

0 o 

C 0 
O 0 
N O 



FDA E00276645 


(see 101-1928) 
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Chamber 6 Hood 3 (see 101- 
1928) 





CO 

O 

co 


CO 

CO 

O) 


o 

-I— < 

o 


E 

o 

o 

o: 

c 

as 

a) 

oo O 
CM . . 

-Q c 
3 o 
CO N 


CO ±z 
</) ■> 
TO > 

9 0 

o 0 
l *r £ 
° O 
<D +- 

0 0 
t 0) 

13 O 

CO Q- 
.. X 

c 0 

.2 os 

-£:§ 

o ® 
0) ° 
0 
Q 



CO 

o 

CO 


CM 

CO 

o> 


o 
+- » 

o 


CM 

_Q 

3 


E 

o 

o 

cr 

c 

0 

0 

o 

0 

c 

o 


CL CO N 



(0 ■Q 
= "D 


.2 E 


o <8 

c 

o £ 
0^ 

O Q. 
CO ^ 

3 0 

CO O 
■ * O) 

o p 



0 

Q 


IN V7 16444 

/fc / 10/04/^012 

Document # / , Paa e 20 o f 3 / 


FDA E00276647 


accessing Main Chamber 3 Hood Weigh Station 2 Hood 
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101-1937) between grates, into Room ISO 6 

filter 
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the “Pass Thru” (see photo 101- 
1939) 
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1939) ISO 6 
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the closed pass through (se 
photo 101-1943) 
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the dry heat oven (see photo 101- 
1949) 
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photo 101-1951) 
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proximity of the Freight Room ISO emerging from the boiler (see 
8 (see photo 101-1954) photo 101-1954) 
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warehouse on the right side of the 
facility (see photo 101-1962) 
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1 . COLLECTOR (Print or type name and signature) 

f///L //* /t^-77^ 7 
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Lot#s (gloves, 
swabs, etc.) 


1 2. DISTRICT 3.C/RNO. / 1 4. DATE COLLECTED 
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Room time/temp 



LOCATIONS IN RELATION TO PRODUCTS 

Sub# Time Photo# Container Amount , Zone/Location AND PROCESSING/MANUFACTURING 
Time Photo# Type Co||ected collected OPERATION 

(Id routes of potential contamination) 
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S. REMARKS ______________ 

Lot#s (gloves, 
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DISTRICT 3. C/RNO. / 4. DATE COLLECTED 
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LOCATIONS IN RELATION TO PRODUCTS 

Sub# Time Photo# Container Amount Zone/Location AND PROCESSING/MANUFACTURING 

Type Collected Collected OPERATION 

(Id routes of potential contamination) 
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(Id routes of potential contamination) 


SA fort /Ijhf-uctc 0, 
UActoUwlr H 


Uj/,h fat'd afavtutPl 



fait* /wtu £#n 

ftk/Ac /lift //u fHtftj? 

ffaft nftfrt (uft tz) 


j {ytHffU fu ftCc^t f/LfU* JUiAj/lLti 

* 7 l fa ft*. Ar**f 



FDA E00276665 



























1 . COLLECTOR (Print or type name and signature) 


S. REMARKS 

Lot#s (gloves, 
swabs, etc.) 



3.C/RNO. / 4. DATE COLLECTED 
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Room time/temp 
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Time 

Photo# 

Container 

Type 

Amount 
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Zone/Location 
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LOCATIONS IN RELATION TO PRODUCTS 
AND PROCESSING/MANUFACTURING 
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(Id routes of potential contamination) 
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1 . COLLECTOR ( Print or type name and signature) 
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5. REMARKS 


Lotto (gloves, 
swabs, etc.) 


Sub# Time Photo# 



4. DATE COLLECTED 
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LOCATIONS IN RELATION TO PRODUCTS 
Container Amount Zone/Location AND PROCESSING/MANUFACTURING 
Type Collected Collected : OPERATION 

(Id routes of potential contamination) 
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swabs, etc.) 


Sub# Time Photo# 



4. DATE COLLECTED 
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Room time/temp 


LOCATIONS IN RELATION TO PRODUCTS 
Container Amount Zone/Location AND PROCESSING/MANUFACTURING 
Type Collected Colected OPERATION 

(Id routes of potential contamination) 
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C/R CONTINUATION SHEET 
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